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CONSUMER  PRODUCT  SAFETY 
COMMISSION 
[16CFR  Parts  1115. 1116]  . 

SUBSTANTIAL  PRODUCT  HAZARDS 

Proposed  Requirements,  Policies,  and 
Procedures 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION :  Proposal  of  regulation. 

SUMMARY:  In  this  document,  the  Com¬ 
mission  proposes  requirements  for  manu¬ 
facturers,  importers,  distributors,  and 
retailers  of  consumer  products  regard¬ 
ing  their  obligation  to  report  to  the 
Commission  immediately  upon  learning 
one  of  their  products  could  create  a  sub¬ 
stantial  product  hazard.  The  document 
also  describes  Commission  procedures 
and  policies  regarding  such  notification. 
The  proE>osed  rules  are  intended  to  clar¬ 
ify  the  reporting  requirement  and  re¬ 
medial  process  under  section  15  of  the 
Consumer  Product  Safety  Act. 

The  proposed  regulation  would  replace 
existing  Commission  regulations  regard¬ 
ing  substantial  product  hazards. 

DATES:  It  is  proposed  that  these  rules 
will  be  effective  on  the  date  of  flrial  pub¬ 
lication  in  the  Federal  Register.  Com¬ 
ments  concerning  the  proposed  rules 
should  be  received  by  October  31,  1977, 

ADDRESSES:  Written  comments,  pref¬ 
erably  in  five  (5)  copies,  should  be  sub¬ 
mitted  to  the  Secretary,  Consumer  Prod¬ 
ucts  Safety  Commission,  Washington, 
D.C.  20207.  All  material  which  the  Com¬ 
mission  has  that  is  relevant  to  the  pro¬ 
posed  rules,  may  be  seen  in.  or  copies 
obtained  from,  the  Office  of  the  Secre¬ 
tary,  Third  Floor,  1111  18th  Street  NW., 
Washington,  D.C.  20207. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Eric  L.  Stone,  Product  Defect  Correc¬ 
tion  Division,  Compliance  and  En¬ 
forcement,  Consumer  Product  Safety 
Commission.  Washington,  D.C.  20207 
(301-492-6608) . 

SUPPLEMENTARY  INFORMATION: 

Background 

Section  15(b)  of  the  Consumer  Prod¬ 
uct  Safety  Act  (15  U.S.C.  2064(b)) 
(C!PSA)  requires  that  every  manufac¬ 
turer  (including  importer),  distributor 
or  retailer  of  a  consumer  product  who 
obtains  information  which  reasonably 
supports  the  ccmclusion  that  such  prod¬ 
uct  either  fails  to  comply  with  an  ap¬ 
plicable  consumer  product  safety  rule,  or 
contains  a  defect  which  could  create  a 
substantial  product  hazard,  shall  imme¬ 
diately  inform  the  Commission,  \mless 
such  manufacturer,  distributor  or  retail¬ 
er  has  actual  knowledge  that  the  Com¬ 
mission  has  been  adequately  informed  of 
such  defect  or  failure  to  comply.  Section 
15(a)  defines  a  substantial  product  haz¬ 
ard  as  a  failure  to  comply  with  an  appli¬ 
cable  consumer  product  safety  rule  or  a 
product  defect  which  because  of  the 
pattern  of  defect,  the  severity  of  the  risk, 
the  number  of  defective  products,  or 


other  reasons,  presents  a  substantial  risk 
of  injury  to  the  consumer.  Sections  16 
(c)  and  (d)  set  forth  various  actions  that 
the  Commission  can  take  to  eliminate  a 
hazard,  including  ordering  the  firms  in 
question  to  notify  the  public,  and/or  to 
repair,  replace  or  refund  the  purchase 
price  of  tlie  product.  In  addition,  the 
Commission  may  seek  to  enjoin  further 
sale  or  distribution  of  the  product. 

On  February  19,  1974,  after  soliciting 
public  comment,  the  Commission  issued 
a  regulation  entitled  “Substantial  Haz¬ 
ard  Notification”  (16  CFR  Part  1115; 
39  FR  6061),  which  interpreted  and 
clarified  the  reporting  requirements  of 
section  15(b)  of  the  CPSA.  The  regula¬ 
tion  became  effective  March  21,  1974.  On 
July  24.  1975,  the  Commission  published 
a  regulation  entitled  “Policy  and  Proce¬ 
dures  Regarding  Substantial  Product 
Hazards”  (16  CFR  Part  1116;  40  FR 
30936)  which  delineated  the  procedures 
to  be  followed  by  the  staff  with  regard 
to  products  that  could  create  a  sub¬ 
stantial  product  hazard.  That  regula¬ 
tion  became  effective  on  October  25, 
1975,  in  accordance  with  a  notice  pub¬ 
lished  in  the  Federal  Register  on  Sep¬ 
tember  10,  1975  (40  FR  42003) ,  and  com¬ 
ments  were  solicited  until  September  22, 
1975. 

The  Commission  solicited  comments 
from  the  public  on  both  regulations,  al¬ 
though  they  are  interpretive  rules  and 
statements  of  policy  and  procedure  which 
are  exempt  from  the  notice  and  public 
comment  provisions  of  the  Administra¬ 
tive  Procedure  Act  (5  U.S.C.  553).  The 
comments  which  were  received  following 
the  proposal  of  Part  1115  on  Augu.st  3, 
1973  (38  FR  20902)  were  addressed  when 
that  document  was  issued  by  the  Com¬ 
mission  on  February  19,  1974.  The  com¬ 
ments  received  on  proposed  Part  1116  are 
addressed  in  this  document. 

The  Commission  received  several  com¬ 
ments  on  Part  1116  which  raised  ques¬ 
tions  regarding  the  clarity  of  the  report¬ 
ing  requirement,  the  efficacy  and  fair¬ 
ness  of  the  automatic  “case  opening” 
procedure  used  following  a  firm’s  report 
of  a  defect,  and  the  desirability  of  en¬ 
forcing  the  reporting  requirement  with 
civil  penalties  or  other  sanctions.  Based 
on  its  experience  in  administering  sec¬ 
tion  15  of  the  CPSA  and  Parts  1115  and 
1116,  and  on  its  evaluation  of  the  com¬ 
ments  received  from  the  public  regard¬ 
ing  Part  1116  the  Commission  has  decid¬ 
ed  to  propose  revisions  of  these  two  regu¬ 
lations  as  one  regulation. 

The  Commission  believes  this  proposed 
regulation  is  not  substantially  different 
from  the  requirements  that  are  now  in 
effect  under  section  15  of  the  CPSA  and 
the  Commission’s  regulations  at  16  CFR 
Parts  1115  and  1116.  This  proposal  com¬ 
bines  many  of  the  provisions  of  Parts 
1115  and  1116  and  it  clarifies  the  section 
15  reporting  requirement,  eliminates  the 
automatic  case  opening  procedures,  and 
sets  forth  in  more  detail  the  remedies 
and  sanctions  available  under  the  CPSA. 

Summary  of  Proposals 

1.  Application  of  the  “transferred 
acts”.  Section  30(d)  of  the  CPSA  (15 
U.S.C.  2079)  provides  that  risks  of  in¬ 


jury  associated  with  a  consumer  product 
that  could  be  eliminated  or  reduced  to  a 
sufficient  extent  by  action  under  the  Fed¬ 
eral  Hazardous  Substances  Act  ( 15  U.S.C. 
1261-1274),  the  Poison  Prevention  Pack¬ 
aging  Act  of  1970  (15  U.S.C.  1471-1476), 
or  the  Flammable  Fabrics  Act  (15  U.S.C. 
1191-1204)  (hereafter  referred  to  col¬ 
lectively  as  the  “transferred  acts”)  may 
be  regulated  under  Uie  CPSA  only  if  the 
Commi^ion  by  rule  finds  it  is  in  the  pub¬ 
lic  Interest  to  do  so.  However,  as  ex¬ 
plained  in  the  preamble  to  Part  1115 
(February  19.  1974,  39  FR  6061,  6062), 
and  in  the  existing  regulation  at  16  CFR 
1115.1(b)  the  Commission  believes  that 
risks  of  injuiT  associated  with  consumer 
products  regulatable  under  the  trans¬ 
ferred  acts  cannot  be  eliminated  or  re¬ 
duced  to  a  sufficient  extent  in  a  timely 
fashion  unless  the  Commission  is  noti¬ 
fied  under  section  15.  Therefore,  there  is 
no  need  to  make  a  public  interest  deter¬ 
mination. 

In  proposing  this  regulation  the  Com¬ 
mission  reaffirms  tlie  decision  regarding 
the  transferred  acts  and  has  incorpo¬ 
rated  It  into  proposed  S  1115.2  so  that  it 
will  be  clear  to  manufacturers,  distribu¬ 
tors,  and  retailers  of  consumer  products 
subject  to  regulation  under  any  of  these 
acts  that  they  must  immediately  notify 
the  Commission  whenever  they  have  rea¬ 
son  to  believe  that  their  product  contains 
a  defect  which  could  create  a  substantial 
product  hazard.  They  do  not  have  to  re¬ 
port  violations  of  regulations  promul¬ 
gated  under  the  transferred  acts  unless, 
to  their  knowledge,  the  violation  indi¬ 
cates  a  defect  which  could  create  a  sub¬ 
stantial  product  hazard. 

2.  Definition  of  the  term  “defect”.  The 
term  “defect”  is  not  defined  in  the  CPSA. 
In  (M-der  to  give  persons  regulated  under 
section  15  some  guidance  as  to  the  Com¬ 
mission’s  view  of  what  is  meant  by  the 
term  as  used  in  section  15,  the  Commis¬ 
sion  has  defined  it  in  §  1115.3(b)(3)  be¬ 
low.  Tlie  Commission  believes  that  a  de¬ 
fect  is  any  aspect  of  a  product  which  cre¬ 
ates  an  unnecessary  risk  of  injury.  Such 
aspects  include:  performance,  composi¬ 
tion,  contents,  design,  construction,  fin¬ 
ish.  packaging,  warnings,  and  instruc¬ 
tions.  Thus  a  product  is  defective  within 
section  15  if  either  faulty  quality  control 
or  other  manufacturing  error  results  in 
an  unnecessary  risk  of  injury  to  the 
public. 

The  iMDposed  definition  of  “defect” 
specifies  that  a  product  is  defective 
within  the  meaning  of  section  15,  even 
If  it  has  been  manufactured  and/or 
labeled  exactly  as  Intended,  when  it  pre¬ 
sents  an  unnecessary  risk  of  injury 
which  is  not  justified  by  its  utility,  or 
recreational  or  aesthetic  benefits.  Thus, 
for  example,  a  chain  saw  without  a  guard 
might  present  an  unreasonable  risk  of 
injury  if  the  state  of  the  manufacturing 
art  for  chain  saws  could  provide  a  safer 
saw  and  If  the  risk  was,  therefore,  un¬ 
necessary.  Similarly,  a  glass  coffee  table 
with  razor  sharp  comers  might  pose  an 
unnecessary  risk  of  injury  that  could  not 
be  justified  by  the  aesthetic  benefits  to 
be  derived  from  use  of  the  prcxluct.  A 
carving  knife,  however,  has  a  sharp 
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blade  and  could  severely  lacerate  the 
consumer,  but  Its  utility  Justifies  the  risk 
presented  by  the  blade. 

3.  Reporting  by  manufacturers  (in~ 
eluding  importers),  distributors,  retail¬ 
ers.  Section  15(b)  of  the  CPSA  states 
that  every  subject  firm  that  obtains  in¬ 
formation  which  reasonably  supports  the 
conclusion  that  its  product  either  con¬ 
tains  a  defect  that  could  create  a  sub¬ 
stantial  product  hazard,  or  fails  to  com¬ 
ply  with  an  applicable  consumer  product 
safety  rule,  must  immediately  report  to 
the  Commission.  Numerous  comments 
were  received  in  response  to  the  Issuance 
of  Parts  1115  and  1116  which  questioned 
the  requirement  that  the  reporting  party 
must  inform  the  Commission  within  24 
hours  after  the  reporting  party  has  ob¬ 
tained  such  information.  The  comments 
questioned  this  requirement  since,  in  the 
opinion  of  the  commenters,  the  statutory 
criteria  for  reporting  set  forth  in  section 
15(b)  do  not  offer  sufficient  guidance  to 
manufacturers,  distributors,  and  retail¬ 
ers  as  to  the  nature  of  the  information 
which  reasonably  supports  the  conclu¬ 
sion  that  the  product  contains  a  defect 
which  could  create  a  substantial  product 
hazard.  This  created  particular  concern 
to  some,  since  S  1116.6  made  it  clear  that 
the  staff  would  seek — and  has  in  fact 
sought — civil  penalties  for  reporting  vio¬ 
lations  imder  section  15  (bi . 

The  Commission  has  interpreted  the 
words  “immediately  inform” — the  statu¬ 
tory  language  of  section  15(b) — to  in¬ 
clude  a  reasonable  time  within  which  the 
subject  firm  may  expeditiously  investi¬ 
gate  and  evaluate,  as  well  as  a  reasonable 
period’ of  time  for  the  information  to  be 
received  by  those  in  the  subject  firm  hav¬ 
ing  responsibility  for  assessment  of  in¬ 
formation  vis-a-vis  substantial  risk  of 
injury  to  the  public.  Although  reasonable 
time  considerations  have  always  been 
implicit  in  the  Commission’s  interpreta¬ 
tion  of  section  15,  proposed  §$  1115.10 
(d),  1115.11(0,  and  1115.12(c)  make 
them  explicit.  In  addition,  these  proposed 
sections  specify  the  time  frame  within 
which  the  expeditious  investigations  and 
evtduations  must  be  undertaken  and  de¬ 
terminations  made. 

Guidance  is  provided  in  §§  1115.10, 
1115.11,  and  1115.12  of  this  proposed  rule 
so  that  firms  can  know  who  must  report, 
what  must  be  reported,  and  the  period 
of  time  available  for  investigation  and 
evaluation  of  information. 

Proposed  §§  1115.11  (a)  and  (c)  and 
1115.12(c)  together  establish  a  presump¬ 
tion  that  reports  are  required  wiUiin  a 
reasonable  time,  but  not  later  than 
eleven  (11)  working  days,  after  a  subject 
firm  receives  Information  involving  the 
firm’s  product  in  a  death  or  grievous  bod¬ 
ily  injury  unless  it  has  clear  evidence 
that  the  injury  was  not  caused  by  a  de¬ 
fect  in  the  product. 

When  a  firm  receives  information  link¬ 
ing  its  product  to  a  death  or  grievous 
bodily  injury,  the  firm  may,  but  need  not. 
Investigate.  If  no  investigation  is  (mder- 
taken  and  if  the  firm  has  no  clear  evi¬ 
dence  that  the  injury  was  not  caused  by 
non-conformity  or  defect  in  the  product, 
the  firm  must  report  to  the  Commission 


immediately  (that  is.  within  twenty-four 
(24)  hours)  pursuant  to  S  1115.12(c) .  Al¬ 
ternatively,  the  subject  firm  may  wish 
to  inquire  into  the  incident  fur^er  in 
which  event  5  1115.11(c)  provides  a  reas¬ 
onable  time,  but  no  more  than  ten  work¬ 
ing  days,  within  which  to  conduct  an  ex¬ 
peditious  investigation.  The  Commission 
sees  the  ten  (10)  working  days  as  an  out¬ 
side  limit  and  not  as  a  standard  or  an 
average  time.  The  Commission  believes 
that  most  investigation  can,  and  should, 
be  completed  in  fewer  than  ten  working 
days  and  that  only  in  unusual  cases 
should  the  entire  ten  days  be  necessary. 

Section  1115.11(a)  creates  a  presump¬ 
tion  that  a  subject  firm  has  obtained  in¬ 
formation  which  must  be  reported  to  the 
Commission  imless  the  firm  has  clear 
evidence  that  the  known  injury  was  not 
caused  by  a  nonconformity  or  defect  in 
the  firm’s  product.  This  provision  does 
not,  for  example,  require  that  a  manu¬ 
facturer  of  an  electrical  appliance  report 
to  the  Commission  based  on  a  report  of 
an  electrocution  involving  that  appliance 
if  the  company  has  clear  evidence  that 
the  electrocution  was  caiised  by  the  ap¬ 
pliance  being  improperly  submerged  in  a 
bathtub.  However,  if  the  company  had 
knowledge  only  that  a  person  was  elec¬ 
trocuted  by  or  received  a  severe  electric 
shock  from  one  of  its  appliances,  and  it 
could  not  clearly  eliminate  the  existence 
of  a  nonconformity  or  a  defect  as  a  rea¬ 
son  for  that  injury,  then  the  subject 
firm  must  report  to  the  Commission.  The 
requirement  that  the  subject  firm  must 
have  “clear  evidence”  that  a  noncon¬ 
formity  or  a  product  defect  is  not  the 
cause  of  a  serious  injury,  means  that  the 
subject  firm  must  report  if  it  lacks  con¬ 
vincing  factual  data  eliminating  the 
possibility  of  nonconformity  or  defect. 

Section  1115.11(b)  and  (c)  set  out  the 
circumstances  under  which,  and  time 
within  which,  information  received 
should  be  studied  and  evaluated  to  de¬ 
termine  whether  a  section  15  report  must 
be  made.  ’These  provisions  are  intended 
to  provide  additional  guidance  to  manu¬ 
facturers,  distributors,  and  retailers,  so 
that  they  will  be  prepared  to  evaluate  a 
potential  defect  rapi^y  and  responsibly 
and  to  make  an  informed  and  timely 
hskzard  analysis.  ’The  obligation  to  study 
and  evaluate  arises  upon  a  firm’s  receipt 
of  any  of  the  items  set  forth  in  subpara¬ 
graph  (1)  through  (5)  of  8  1115.11(b). 
’The  obligation  to  inform  the  Commis¬ 
sion  arises  when  this  infoimation  (al¬ 
lowing  a  reasonable  length  of  time,  not 
to  exceed  ten  (10)  workingv  days,  for 
study  and  evaluation)  indicates  a  re¬ 
portable  defect  or  nonconipliance,  or 
when  this  information  is  Inconclusive 
but  the  reasonable  time  for  study  and 
evaluation  has  expired. 

Although  the  Commission  has  allotted 
ten  working  days  for  study  and  evalua¬ 
tion,  the  Commission  believes  that  few 
cases  will  require  use  of  the  entire  time. 
With  both  investigations  into  death  or 
grievlous  bodily  injury,  and  evaluation  of 
available  information,  the  Commission 
believes  that  time  is  of  the  essence  be¬ 
cause  health  and  safety  are  involved. 
Consequently  the  timeliness  of  every  re¬ 


port  will  be  evaluated  on  the  basis  of 
what  time  was  reasonably  necessary  on 
the  facts  of  the  case,  although  any  time 
in  excess  of  ten  working  days  will  be 
presumptively  unreasonable. 

Section  1115.11(d)  points  out  that  the 
criteria  in  section  15(a)  of  the  CPSA 
for  determining  substantiality — pattern 
of  defect,  number  of  products  distributed 
in  commerce,  severity  of  the  risk  of  other 
factors — must  all  be  considered  in  evalu¬ 
ating  the  substantiality  of  the  hazard. 
Any  one  of  these  factors,  standing  alone, 
might  indicate  the  existence  of  a  sub¬ 
stantial  risk  of  injury,  and,  therefore,  a 
substantial  product  hazard. 

In  81115.10(d)  information  possessed 
by  a  firm’s  officers  and  employees  and  re¬ 
ceived  in  the  normal  course  of  business 
is  imputed  to  the  firm  Itself.  ’The  Com¬ 
mission  expects  that  firms  shall  provide 
internal  procedures  for  the  rapid  trans¬ 
mittal  of  safety  information  from  any 
employee  that  may  receive  such  informa¬ 
tion  to  the  official  resix>nsible  for  c(Mn- 
plying  with  the  reporting  obligation  of 
the  C7PSA.  If  the  information  suggests  a 
reportable  defect  or  is  the  kind  that  this 
proposed  rule  requires  to  be  studied  and 
evaluated,  the  subject  firm  must  report 
in  accordaned^  with  8  1115.11.  It  must  be 
noted,  however,  that  the  five  (5)  day  pro¬ 
vision  of  8  1115.10(d)  is  not  applicable 
where  the  official  or  employee  originally 
receiving  Uie  information  Is  the  person 
within  the  subject  firm  to  whom  the  in¬ 
formation  would  be  routed  by  others.  In 
such  an  event,  the  time  for  investigation 
and  evaluation  set  forth  in  8  1115.11  be¬ 
gins  to  run  immediately. 

4.  Remedies  for  substantial  product 
hazards.  Section  1115.20  below  retains 
the  preference  found  in  present  Part 
1116  for  voluntary  corrective  action  by 
manufacturers,  distributors,  and/or  re¬ 
tailers  of  products  that  contain  a  defect 
which  could  create  a  substantial  prod¬ 
uct  hazard. 

Several  commenters  on  16  CPR  Parts 
1115  and  1116  have  asked  what  criteria 
the  Commission  would  apply  in  choosing 
to  proceed  by  a  voluntary  corrective  ac¬ 
tion  plan  rather  than  seeking  a  binding 
consent  agreement.  Section  1115.20  sets 
out  the  criteria  that  will  be  used  in  de¬ 
termining  whether  a  nonbinding  volun¬ 
tary  corrective  action  plan  is  an  avail¬ 
able  option.  ’The  staff  will  consider  the 
promptness  of  the  firm’s  report  and  any 
remedial  actions  taken,  in  addition  to 
prior  involvement  of  the  firm  in  similar 
actions  with  the  Ccmimission. 

While  the  essential  elements  of  a  vol¬ 
untary  corrective  action  plan  are  the 
same  as  those  outlined  in  the  existing 
16  CFR  1116.2(b),  proposed  Part  1115 
delineates  in  more  detail  the  elements  of 
such  a  plan.  It  is  hoped  that  the  criteria 
in  the  proposed  8  1115.20  will  help  the 
subject  firm  to  produce  a  plan  that  will 
adequately  address  the  hazard  presented. 

Proposed  Part  1115  sets  forth  other 
courses  of  action  available  to  the  Com¬ 
mission  in  matters  involving  substantial 
product  hazards.  Proposed  8 1115.20  pro¬ 
vides  for  a  C(msent  Order  Agreement  to 
•  be  used  to  remedy  a  defect  and  enumer¬ 
ates  the  requirements  for  such  an  agree- 
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ment.  Pr(HX)sed  §  1115.21(a)  recognizes 
that  the  Commission  may  issue  a  com¬ 
plaint  and  obtain  an  adjudicated  Com¬ 
mission  Order  pursuant  to  section  15(f) 
of  the  CPSA.  In  addition,  proposed 
S  1115.21(b)  states  that  the  Commission 
may  f^ply  to  a  Federal  district  court 
imder  section  15(g)  of  the  CPSA,  as 
amended,  for  a  preliminary  Injunction 
to  restrain  distribution  in  commerce  of 
a  product  which  it  has  reason  to  believe 
presents  a  substantial  product  hazard. 
Prop>osed  S  1115.21(c)  also  expresses  the 
Commission’s  willingness  to  proceed  to 
bar  imported  products  that  fail  to  com¬ 
ply  with  a  consumer  product  safety  rule, 
or  present  a  substantial  product  hazard, 
by  using  its  powers  under  sectlcm  17(b) 
of  the  CPSA.  15  U.S.C.  2066(b). 

5.  Prohibited  acts  and  sanctions.  Sec¬ 
tion  1115.22  sets  forth  the  prohibited  acts 
and  sancti<ms  related  to  section  15  of  the 
CPSA.  Persons  making  false  or  mislead¬ 
ing  reports  under  the  CPSA  are  subject 
to  criminal  penalties  under  18  U.8.C. 
1001.  In  addition,  a  failure  to  make  an 
immediate  or  full  report  under  section 
15(b)  of  the  CPSA  and  proposed  Part 
1115  would  be  a  prohibited  act  under 
secUon  19(a)  (4)  of  the  CPSA  (15  U.S.C. 
2068(a)  (4) )  and  could  subject  a  perscm 
to  civil  or  criminal  penalties  under  sec- 
ti(ms  20  and  21  (15  U.S.C.  2069,  2070). 
Failures  to  permit  access  to  or  copying  of 
records  or  to  permit  entry  or  InspectlMi 
are  violaticms  of  section  19(a)  (3)  of  the 
CPSA  (15  XJS.C.  2068(a)(3))  and  sub¬ 
ject  the  violator  to  possible  civil  and/or 
criminal  penalties.  Finally,  violations  of 
consumer  product  safety  rules  or  Com¬ 
mission  orders  imder  section  15  of  the 
C7PSA  may  be  punished  with  civil  sanc¬ 
tions  under  secticxi  20  and  criminal  pen¬ 
alties  under  section  21  of  the  CPSA. 

6.  Cose  opening  and  closing  proce¬ 
dures.  This  proposed  Part  1115  would 
elimin’ate  the  existing  case  opening  and 
closing  procedures.  Under  the  existing 
procedures  if  a  manufacturer,  distribu¬ 
tor,  or  retailer  reports  under  section  15. 
the  staff  automatically  opens  a  “case” 
(16  CFR  1116.4);  if  on  the  other  hand, 
information  comes  to  the  attention  of 
the  staff  from  another  source,  a  “case” 
is  opened  only  after  the  staff  has  made  a 
“tentative  evaluation”  that  the  informa¬ 
tion  reasonably  supports  the  conclusion 
that  the  product  contains  a  defect  which 
could  create  a  substantial  product  haz¬ 
ard  (16  CFR  1116.4).  Under  the  existing 
rule^  once  a  “case”  has  been  “opened,” 
the  staff  is  to  make  a  “preliminary  de¬ 
termination”  and  to  forward  to  the  Com¬ 
mission  a  voluntary  corrective  action 
plan,  a  consent  wder  agreement,  or  a 
complaint,  or  to  make  other  appropriate 
recommendations  within  30  days  (16 
CFR  1116.7).  This  rule  has  resulted  in 
a  largely  manufacturer-initiated  case 
system. 

This  proposed  Part  1115  is  expected  to 
increase  the  number  of  reports  by  man¬ 
ufacturers.  distributors  and  retailers 
dramatically,  by  clarifying  and  making 
more  explicit  a  subject  firm’s  reporting 
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obligations.  However,  each  report  will 
not  result  automatically  in  an  “open 
case."  If,  for  example,  a  manufacturer 
reports  Initially  that  he  has  received  a 
report  that  an  electrical  appliance  he 
manufactured  was  involved  in  a  death, 
the  staff  will  await  further  information 
before  deciding  whether  corrective  ac¬ 
tion  is  required.  If.  for  example,  the 
manufacturer  subsequently  sends  in  a 
police  report  on  the  incident  which  indi¬ 
cates  that  the  person  who  died  commit¬ 
ted  suicide  by  electrocuting  himself  in 
the  bathtub,  then  the  matter  will  not 
be  pursued. 

The  proposed  rule  is  also  expected  to 
increase  the  number  of  staff -Initiated 
contacts  with  manufactiuers,  distribu¬ 
tors,  and  retailers,  whose  products  may 
contain  reportable  defects  under  section 
15.  The  staff  will  make  a  judgment,  based 
on  data  from  any  source,  that  a  particu¬ 
lar  product  may  present  a  hazard.  The 
staff  will  communicate  this  information 
to  the  firm  and  ask  the  firm  to  respond. 
Each  response  will  not  result  automati¬ 
cally  in  an  “open”  case.  If  the  informa¬ 
tion  relayed  by  the  manufacturer,  dis¬ 
tributor.  or  retailer  coupled  with  Infor¬ 
mation  the  staff  has  obtained  from  other 
sources  and  evaluated  In  relation  to 
other  matters  which  demand  staff  atten¬ 
tion,  does  not  convince  the  staff  that 
further  Investigation  should  take  place, 
the  matter  will  not  be  pursued. 

Conclusion  and  Pkoposal 

The  Commission  has  observed  the  sec¬ 
tion  15  process  imder  the  existing  regu¬ 
lations,  and  has  considered  comments 
received  from  members  of  the  public  re¬ 
garding  them.  The  commission  believes 
that  clarification  of  the  reporting  re¬ 
quirement  and  the  remedial  process  un¬ 
der  section  15  will  aid  members  of  the 
business  community  in  meeting  their  ob¬ 
ligations,  and  will  lead  to  more  effective 
protection  of  the  consumer. 

TOe  Commission  is  soliciting  com¬ 
ments  on  the  proposal  for  forty-five  (45) 
days  although  the  proposed  rule  is  an  in¬ 
terpretive  rule  and  a  statement  of  agen¬ 
cy  policy  and  procedure  and  is  therefore 
exempt  from  the  notice  and  public  pro¬ 
cedure  provisions  of  the  Administrative 
Procedure  Act  (5  U.S.C.  553) .  The  Com¬ 
mission  believes  it  is  impiortant  to  receive 
comment  on  the  proposal  from  interest¬ 
ed  parties  before  issuing  a  final  regula¬ 
tion  under  section  15. 

Because  this  is  an  interpretive  rule 
and  a  statement  of  agency  policy  and 
procedure,  a  delayed  effective  date  is  not 
required  by  the  Administrative  Proce¬ 
dure  Act,  S  U.S.C.  553(d) .  Therefore,  the 
Commission  contemplates  that  this  part 
will  become  effective  upon  final  publica¬ 
tion. 

Accordingly,  pursuant  to  sections  15 
and  17  of  the  CPSA.  Pub.  L.  92-573,  86 
Stat.  1221,  1223.  15  U.S.C.  2064,  2066,  the 
Commission  proposes  that  Title  16. 
CSiapter  n,  be  amended  by  adding  to 
Subchapter  B  the  following  new  Part 
1115  an  withdrawing  the  existing  Parts 
1115  and  1116; 


PART  1115 — SUBSTANTIAL  PRODUCT 
HAZARDS 

Sec. 

1116.1  Purpose. 

1116.2  Scope  and  background. 

1116.3  Definitions. 

1116.4-1116.0  {Reserved] 

1116.10  Reporting  by  manufacturers  (In¬ 

cluding  Importers),  distributors, 
and  retailers. 

1116.11  Reportable  Information. 

1116.12  Content  and  form  of  reporta. 

1116.13  Confidentiality  and  disclosure  of 

data. 

1116.14-1116.19  {Reserved] 

111&J20  Voluntary  remedial  actions. 

1118.21  Compulsory  remedial  actions. 

1116.22  Prohibited  acts  and  sanctions. 

AuTHoaiTT:  Secs.  16.  16.  17(a),  19.  20.  21, 
22.  24.  27,  SO;  86  Stat.  1221-1227,  1231,  as 
amended.  00  Stat.  608-510  (15  UA.C.  2064, 
2065.  2066(a),  2068,  2069,  2070.  2071,  2075, 
2076,  2079),  unless  otherwise  noted. 

§  1115.1  Purpose. 

The  purpose  of  this  Part  1115  is  to  set 
forth  the  Consumer  Product  Safety 
Commission’s  (Commission)  require¬ 
ments,  policies,  and  procedures  concern¬ 
ing  consumer  products  which  create  or 
could  create  a  “substantial  product  haz¬ 
ard,”  as  that  term  is  defined  in  section 
15(a)  of  the  Consumer  Product  Safety 
Act.  as  amended  (CPSA)  (15  U.S.C. 
2064(a)). 

§  1115.2  Scope  and  background. 

(a)  Section  15(a)  of  the  C7PSA  (15 
U.S.C.  2064(a))  defines  “substantial 
product  hazard”  as  either  (1)  a  failure 
to  comply  with  an  applicable  consumer 
product  safety  rule,  which  failure  creates 
a  substantial  risk  of  Injury  to  the  pub¬ 
lic.  or  (2)  a  product  defect  which  (be¬ 
cause  of  the  pattern  of  defect,  the  num¬ 
ber  of  defective  products  distributed  in 
commerce,  the  severity  of  the  risk,  or 
otherwise)  creates  a  substantial  risk  of 
Injury  to  the  public. 

(b)  Section  15(b)  of  the  CPSA  (15 
U.S.C.  2064(b) )  requires  every  manu¬ 
facturer  (including  an  importer),  dis¬ 
tributor,  or  retailer  of  a  consumer  prod¬ 
uct  distributed  in  commerce  who  obtains 
Information  which  reasonably  supports 
the  conclusion  that  the  product  either 
fails  to  comply  with  an  applicable  con¬ 
sumer  product  safety  rule  or  contains  a 
defect  which  could  create  a  substantial 
product  hazard  immediately  to  Inform 
the  Commission,  unless  the  manufac¬ 
turer  (including  an  importer),  distribu¬ 
tor,  or  retailer  has  actual  knowledge  that 
the  Commission  has  been  adequately 
Informed. 

(c)  Sections  15(c)  and  15(d)  of  the 
CPSA  (15  U.S.C.  2064  (c)  and  (d))  em¬ 
power  the  Commission  to  order  a  manu¬ 
facturer  (including  an  importer),  dis¬ 
tributor  or  retailer  of  a  consumer  prod¬ 
uct  distributed  in  commerce  that  pre¬ 
sents  a  substantial  product  hazard  to  give 
various  forms  of  notice  to  the  public  of 
the  defect  and/or  to  elect  either  to  re¬ 
pair,  to  replace,  or  to  refund  the  pur¬ 
chase  price  of  such  product. 

(d)  The  provisions  of  this  Part  1115 
deal  with  all  consumer  products,  Includ- 


I 


I 


i 


FEDERAL  REGISTER,  VOL  42,  NO.  180— FRIDAY,  SEPTEM8ER  16,  1977 


PROPOSED  RULES 


ing  imports,  subject  to  regulation  under 
the  Consumer  Product  Safety  Act,  as 
amended  (15  U.S.C.  2051-2081)  (CPSA), 
and  the  Refrigerator  Safety  Act  (15 
U.S.C,  1211-1214)  (RSA).  In  addition, 
the  Commission  finds  that  risks  of  in¬ 
jury  to  the  public  from  consumer  prod¬ 
ucts  subject  to  regulation  under  the 
Flammable  Fabrics  Act  (15  U.S.C.  1191- 
1204).  (FPA),  the  Federal  Hazardous 
Substances  Act  (15  U.S.C.  1261-1274) 
(FHSA),  and  the  Poison  Prevention 
Packaging  Act  of  1970  (15  U.S.C.  1471- 
1476)  (PPPA)  cannot  be  eliminated  or 
reduced  to  a  sufiQclent  extent  In  a  timely 
fashion  under  those  acts.  Therefore,  pur¬ 
suant  to  section  30(d)  of  the  CPSA  (15 
U.S.C.  2079(d) ),  manufacturers  (Includ¬ 
ing  Importers) ,  distributors,  and  retailers 
of  consumer  products  which  are  subject 
to  regiilatlon  under  provisions  of  the 
FFA,  FHSA,  and  PPPA  must  ccnnply  with 
the  reporting  requirements  of  section  15 

(b)  (15  U.S.C.  2064(b) )  and  this  part. 

§  1115.3  Dofinitions. 

(a)  The  definitions  in  section  3  of  the 
CPSA  (15  U.S.C.  2052)  apply  to  this  Part 
1115. 

(b)  The  following  additional  defini¬ 
tions  apply: 

(1)  “Adequately  Informed”  under  sec¬ 
tion  15(b)  of  the  CPSA  and  this  Part 
1115  means  that  the  Commission  staff 
has  received  all  of  the  information  re¬ 
quired  under  §  1115.12. 

(2)  “Commission”  means  the  Commis¬ 
sioners  of  the  Consumer  Product  Safety 
Commission  acting  in  an  official  ca¬ 
pacity. 

(3)  A  “defect”  within  the  meaning  of 
section  15  of  the  CPSA  is  any  aspect  of 
a  product  which  creates  an  unnecessary 
risk  of  injury.  Such  aspects  Include,  but 
are  not  limited  to  the  following:  per¬ 
formance,  composition,  contents,  design, 
construction,  finish,  packaging,  warn¬ 
ings,  and  Instructions.  A  product  pre¬ 
sents  an  unnecessary  risk  if  the  aspect 
which  creates  the  risk  is  not  necessary 
for  the  product  to  perform  its  functional 
purpose.  A  risk  is  also  unnecessary  If 
the  benefits  (including  recreational  and 
aesthetic  benefits)  to  be  gained  from  use 
of  the  product  do  not  Justify  the  risk  of 
injury.  A  product  defect  within  the 
meaning  of  section  15  includes  both  un¬ 
intended  manufacturing  errors  and/or 
imperfections  and  intended  product  as¬ 
pects. 

(4)  “Staff”  means  the  staff  of  the  Con¬ 
sumer  Product  Safety  Commission  imless 
otherwise  stated. 

(5)  “Subject  firm”  means  any  manu¬ 
facturer  ( including  an  importer)  dis¬ 
tributor,  private  labeler,  or  retailer  of  a 
consumer  product  required  to  report 
and/or  subject  to  an  investigation  under 
this  part. 

(6>  An  “investigation”  means  an  un¬ 
dertaking  by  the  Commission  to  obtain 
information  for  the  purposes  of  enforc¬ 
ing  or  determining  compliance  with  sec¬ 
tion  15  of  the  CT*SA  and  the  rules  and 
orders  promulgated  thereunder.  The 
term  investigation  includes,  but  is  not 
limited  to,  inspections,  investigational 
hearings,  and  inquiries,  employing  sub¬ 
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poenas,  depositions,  written  interroga¬ 
tories,  and  general  or  special  orders  pur¬ 
suant  to  sections  16  and  27  of  CPSA  and/ 
or  rules  issued  imder  those  sections. 

§  1115.10  Reporting  by  nianufurtiirerfl 
(including  iinpurlent),  di»lril>uturH, 
and  retailerH. 

(a)  Except  as  specified  in  §  11 15.10(e) 
below,  every  manufacturer  (including 
importer),  distributor,  or  retailer  of  a 
consumer  product  that  has  been  dis¬ 
tributed  in  commerce  who  obtains  in¬ 
formation  which  reasonably  supports  the 
conclusion  that  such  a  consumer  product 
either  (1)  fails  to  comply  with  an  ap¬ 
plicable  consumer  product  safety  rule 
(issued  under  the  CPSA)  or  (2)  contains 
a  product  defect  which  could  create  a 
substantial  flsk  of  injury  to  the  public 
shall  immediately  notify  the  Product 
Defect  Correction  Division.  Consumer 
Product  Safety  Commission,  Washing¬ 
ton.  D.C.  20207  (301-492-8608) . 

(b)  The  reporting  obligation  described 
In  S  1115.10(a)  may  arise  upon  receipt  by 
the  subject  firm  of  the  first  information 
regarding  a  potential  hazard  or  noncon¬ 
formity.  Information  giving  rise  to  a  re¬ 
porting  obligation  may  include,  but  is 
not  limited  to,  complaints,  injury  re¬ 
ports,  quality  control,  and  en^eering 
data.  A  subject  firm  should  not  await 
complete  or  accurate  risk  estimates  be¬ 
fore  reporting  under  section  15(b)  of 
CPSA  and  this  section.  Reportable  in¬ 
formation  is  further  described  in 
S  1115.11. 

(c)  Manufacturers  (including  import¬ 
ers).  distributors,  and  retailers  of  con¬ 
sumer  products,  as  that  term  is  defined 
in  section  3(af  of  the  CPSA  (15  U.S.C. 
2052(a)),  which  are  subject  to  regula¬ 
tion  by  the  Commission  under  provisions 
of  the  FFA,  FHSA,  PPPA,  as  well  as  con¬ 
sumer  products  subject  to  regulation  un¬ 
der  the  CPSA  and  RSA,  must  comply 
with  the  reporting  requirements  set  forth 
in  section  15(b)  of  the  CPSA  (15  U.S.C. 
2064(b) )  and  this  part.  Reports  are  re¬ 
quired  only  for  defects  which  could 
create  a  substantial  product  hazard.  A 
failure  to  comply  with  a  standard  or 
regulation  issued  under  the  provisions  of 
the  RSA,  FFA,  FHSA,  or  PPPA  need  not 
be  reported  unless  it  can  also  be  reason¬ 
ably  concluded  that  the  failure  to  com¬ 
ply  results  in  a  defect  which  could  create 
a  substantial  product  hazard. 

(d)  A  manufacturer  (including  im¬ 
porter),  distributor,  or  retailer  shall  be 
deemed  to  have  received  information 
which  has  been  received  by  an  official  or 
employee  of  a  subject  firm  in  the  normal 
course  of  business.  The  information  shall 
be  deemed  to  have  been  received  by  the 
manufacturer  (including  importer),  dis¬ 
tributor,  or  retailer  within  a  reasonable 
time,  but  in  no  event  later  than  five  (5) 
working  days,  following  receipt  of  the 
information  by  the  official  or  employee. 
This  subsection  shall  not  apply  if  the 
person  receiving  the  information  is  the 
official  responsible  for  complying  with 
the  reporting  obligation  under  the 
CPSA. 

(e)  A  manufacturer  (including  an  im¬ 
porter),  distributor,  or  retailer  need  not 


inform  the  Conunission  under  this  sec¬ 
tion,  if  he  or  she  has  actual  knowledge 
that  the  Commission  has  been  ade¬ 
quately  informed  of  the  defect  or  failure 
to  comply, 

§  1115.11  Rrportablo  infurmaliun. 

(a)  Presumptively  reportable  infor¬ 
mation.  A  subject  firm  is  presumed  to 
have  obtained  information  which  reason¬ 
ably  supports  the  conclusion  that  a  prod¬ 
uct  either  falls  to  comply  with  an  appli¬ 
cable  consumer  product  safety  rule  or 
contains  a  defect  which  could  create  a 
substantial  product  hazard  when  it  re¬ 
ceives  information  involving  that  prod¬ 
uct  in  a  death  or  grievous  bodily  injury 
such  as  mutilation,  amputation/dismem¬ 
berment,  dtsfigiu-ement,  unless  it  has 
cleM*  evidence  that  the  injury  was  not 
caused  by  non-conformity  or  defect  in 
such  product. 

(b)  Information  which  should  be 
studied  and  evaluated  to  determine  re¬ 
portability.  Where  there  are  no  reports 
of  death  or  grievous  bodily  injury,  the 
following  afe  examples  of  the  types  of 
information  which  a  manufacturer  (in¬ 
cluding  an  importer) ,  distributor,  or  re¬ 
tailer  should  study  and  evaluate  in  order 
to  determine  whether  he  or  she  is  obli¬ 
gated  to  report  under  section  15(b)  of  the 
CPSA  and  this  Part  1115.  This  informa¬ 
tion  Includes,  but  is  not  limited  to,  any : 

(1)  Report(s)  of  engineering,  quality 
control  or  production  data  suggesting  the 
existence  of  a  non-conformity  or  defect 
which  could  create  a  substantial  product 
hazard; 

(2)  Product  liability  suits; 

(3)  Report(s)  from  an  independent 
testing  laboratory  suggesting  the  exist¬ 
ence  of  a  non-conformity  or  defect  which 
could  create  a  substantial  product 
hazard; 

(4)  Complaint(s)  from  a  consumer  in¬ 
dicating  the  existence  of  a  non-con¬ 
formity  or  defect  which  could  create  a 
substantial  product  hazard;  or 

(5)  Report(s)  received  from  the  Com¬ 
mission  indicating  the  existence  of  a 
non-conformity  or  defect  which  could 
create  a  substantial  product  hazard. 

(c)  Time  within  which  investigation 
and  evaluation  should  take  place.  (1)  A 
subject  firm  may  conduct  a  reasonably 
expeditious  investigation  of  a  death  or 
grievous  bodily  injury  for  purposes  of 
reporting  in  accordance  with  §  1115.11 
(a)  and  should  immediately  undertake 
study  and  evaluation  of  available  infor¬ 
mation  for  purposes  of  reporting  in  ac¬ 
cordance  with  5  1115.11(b).  In  either 
event,  the  time  allowed  for  investigation 
or  evaluation  shall  not  exceed  ten  (10) 
working  days.  In  the  event  an  investiga¬ 
tion  or  evaluation  is  undertaken,  at  the 
expiration  of  the  time  permitted  for  in¬ 
vestigation  or  evaluation,  a  subject  firm 
shall  be  deemed  to  have  received  and 
considered  all  information  which  would 
have  been  available  to  it  had  a  reason¬ 
able,  expeditious,  and  diligent  investiga¬ 
tion  been  imdertaken. 

(2)  In  lieu  of  conducting  an  investiga¬ 
tion,  a  subject  firm  may  immediately  no¬ 
tify  the  Commission  of  the  death  or 
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grievous  bodily  injury  pursuant  to 
$  1115.11(a). 

(d)  Defects  which  create  substantial 
product  hazards.  A  product  defect  cre¬ 
ates  a  substantial  risk  of  injury  to  the 
public  and,  therefore,  a  substantial 
product  hazard  within  the  meaning  of 
section  15  of  CPSA  (15  U.S.C.  2064)  if 
tlie  nature  and  extent  of  public  exposure 
to  the  hazard  is  substantial.  All  the  fol¬ 
lowing  factors  shall  be  considered  in  de¬ 
termining  the  substantiaUty  of  a  hazard; 
tlie  presence  of  any  one  of  these  factors 
can  indicate  a  substantial  risk  of  injury 
to  the  public: 

(1)  Pattern  of  defect: 

(2)  Number  of  defective  products  dis¬ 
tributed  in  commerce; 

(3)  Severity  of  the  risk; 

(4)  Other  considerations  where  ap¬ 
plicable. 

§  1113.12  Content  and  form  of  reports. 

(a)  General.  Weekends  and  holidays 
are  excluded  from  the  computation  of 
the  time  periods  in  this  part. 

(b)  Wrtffen  reports.  The  Chief  Execu¬ 
tive  OflBcer  of  the  subject  firm  shall  sign 
any  written  reports  required  by  this 
Part  unless  this  responsibility  has  been 
delegated  by  filing  a  written  delegation 
of  authority  with  the  Product  Defect 
Correction  Division.  Delegations  of  au¬ 
thority  filed  with  the  Commission  imder 
§  1115.9  of  the  previous  regulations  tm- 
der  section  15  of  the  CPSA  will  remain  in 
effect  until  revoked  by  the  Chief  EScecu- 
tive  Officer  of  the  subject  firm.  The  dele¬ 
gation  may  be  in  the  following  form* 

.  Delegation  of  Authohitt 

(Name  of  company) _ 

I - hereby  certify  that 

1  am  Chairman  and  Chief  Executive  Officer 
of  the  above-named  company  and  that  as 
such  I  am  authorized  to  sign  documents  and 
to  certify  on  behalf  of  said  company  the  ac¬ 
curacy  and  completeness  of  Information  In 
such  documents. 

Pursuant  to  the  power  vested  In  me,  1 
hereby  delegate  all  or,  to  the  extent  Indicated 
below,  a  portion  of  that  authority  to  the  per¬ 
son  listed  below. 

This  delegation  is  effective  until  revoked 
in  writing. 

Authority  delegated  to: 


(Name) 


(Address) 


(Title) 

Extent  of  authority: 


_  Signed : 


(Name) 


(Address) 


(Title) 

(c)  Initial  report.  Immediately,  but  in 
no  event  later  than  twenty-four  (24) 
hours,  after  a  subject  firm  has  obtained 
information  which  reascmably  supports 
the  conclusion  that  a  product  fails  to 
comply  with  an  applicable  consumer 


product  safety  rule  or  contains  a  defect 
which  could  create  a  substantial  risk  of 
injury  to  the  public,  the  Commission 
must  receive  an  initial  report,  containing 
the  information  listed  below.  This  initial 
report  may  be  by  any  means,  but  if  it  is 
not  in  writing,  it  shall  be  confirmed  in 
writing  within  48  hours  of  the  initial  re¬ 
port.  The  initial  report  shall  contain; 

(1)  An  identification  and  description 
of  the  product. 

(2)  The  name  and  address  of  the  man¬ 
ufacturer  (or  importer) ,  or,  if  the  manu¬ 
facturer  or  importer  is  not  known,  the 
names  and  addresses  of  all  known  dis¬ 
tributors  and  retailers  of  the  product. 

(3)  The  nature  and  extent  of  the  defect 
or  the  failure  to  comply  with  an  appli¬ 
cable  consumer  product  safety  rule. 

(4)  The  nature  and  extent  of  the  in¬ 
jury  or  risk  of  Injury  associated  with  the  ' 
product. 

(5)  The  name  and  address  of  the  per¬ 
son  informing  the  Conunissimi. 

(6)  To  the  extent  such  information  is 
then  reasonably  available,  the  data  spte- 
cified  in  §  1115.12(d)  below. 

(d)  Full  report.  Within  such  time  as 
specified  by  the  staff,  the  subject  firm 
shall  make  a  written  “full  report"  to  the 
Commission.  This  report  shall  be  up¬ 
dated  by  the  subject  firm  as  new  infor¬ 
mation  becomes  available.  The  “full  re¬ 
port"  is  not  complete  until  all  of  the 
updated  information  has  been  received 
by  the  staff.  The  following  information, 
to  the  extent  it  is  reasonably  available 
to  the  subject  firm,  shall  be  Included  in 
the  “full  repOTt”: 

(1)  The  name,  address,  and  title  of 
the  person  submitting  the  “full  report” 
to  the  Commission. 

(2)  The  name  and  address  of  the  man¬ 
ufacturer  (or  importer)  of  the  product 
and  the  addresses  of  the  manufacturing 
plants  for  that  product. 

(3)  An  identification  and  description 
of  the  product(s).  Give  retail  prices, 
model  numbers,  serial  numbers,  and  date 
codes.  Describe  any  identifying  marks 
and  their  location  on  the  product. 

(4)  A  description  of  the  nature  of  the 
defect  or  failure  to  comply  with  an  ap¬ 
plicable  consumer  product  safety  rule  (if 
technical  drawings,  test  results,  sche¬ 
matics.  diagrams,  blueprints,  or  other 
graphic  depictions  are  available,  copies 
shall  be  attached) . 

(5)  The  nature  of  the  injury  or  the 
possible  injury  associated  with  the  prod¬ 
uct  defect  or  failure  to  comply  witli  an 
applicable  consiuner  product  safety  rule. 

(6)  The  manner  in  wluch  and  the  date 
when  the  information  about  a  defect  or 
noncompliance  (e.g.,  complaints,  re¬ 
ported  Injuries,  quality  control  testing) 
was  obtained.  If  any  complaints  related 
to  the  safety  of  the  product  or  any  al¬ 
legations  or  reports  of  injuries  associated 
witli  the  product  have  been  received, 
copies  of  such  complaints  or  reports  (or 
a  summary  thereof)  shall  be  attached. 
Give  a  chronological  account  of  facts  or 
events  leading  to  the  report  under  section 
15(b)  of  CPSA  and  this  Part,  beginning 
with  receipt  of  the  first  information 
which  ultimately  led  to  the  conclusion 
that  the  product  could  create  a  substan¬ 


tial  product  hazard.  Also  Included  may  i 
be  an  analysis  of  these  facts  or  events.  j 

(7)  The  number  of  products  and  units  | 
involved. 

(8)  The  dates  when  products  and  imits 
were  manufactured,  imported,  distrib¬ 
uted,  and  sold  at  retail. 

(9)  The  number  and  location  of  prod¬ 
ucts  and  units  in  inventory,  in  distribu¬ 
tion  channels,  and  in  the  hands  of  con¬ 
sumers. 

(10)  An  explanation  of  the  changes 
(designs,  adjustments,  additional  parts, 
quality  control,  testing,  etc.)  that  have 
been  or  will  be  effected  to  correct  the 
defect  or  failure  to  comply  and  of  ti^e 
steps  that  have  been  or  will  be  taken  to 
prevent  similar  occurrences  in  the  fu¬ 
ture,  together  with  the  timetable  for 
Implementing  such  changes  and  steps. 

(11)  Information  that  has  been  or  uiir 
be  given  to  purchasers,  including  con¬ 
sumers.  about  the  defects  with  a  descrip¬ 
tion  of  how  this  information  has  been  cr 
will  be  communicated.  This  shall  include 
copies  of  any  letters,  press  releases,  warn¬ 
ing  labels,  or  other  written  informs tien 
that  has  been  or  will  be  given  to  pur¬ 
chasers,  including  consumers. 

(12)  The  details  of  and  schedule  for 
any  contemplated  refund,  replacement, 
or  repair  actions. 

(13)  Uix)n  request,  the  names  and  e(’- 
dresses  of  all  distributors,  retailers,  and 
purchasers,  including  consumers. 

(14)  Such  further  information  nece::- 
sary  or  apprcHiriate  to  the  functions  r.c 
the  Commission  as  is  requested  by  tl.e 
staff. 

§  1115.1,3  Confidentiality  and  diArloAiirr 
of  data. 

(a)  Any  person  who  submits  informa¬ 
tion  to  the  Commission  under  this  Part 
who  believes  that  any  portion  of  the  in¬ 
formation  is  entitled  to  exemption  from 
public  disclosure  under  the  provisions  of 
the  Freedom  of  Information  Act.  as 
amended  (15  U.S.C.  552(b) )  or  the  CPSA 
(15  U.S.C.  2051  et  seq.)  must  accompany 
the  submission  with  a  VTitten  request 
that  the  information  be  considered  ex¬ 
empt  from  disclosure  or  indicate  that  a 
written  request  will  be  submitted  within 
ten  (10)  working  days  of  the  submission. 

The  request  shall  (1)  identify  the  por¬ 
tions  of  the  information  for  which  ex¬ 
emption  is  claimed  and  (2)  state  the 
facts  and  reasons  which  support  the 
claimed  exemption.  Information  for 
which  status  is  claimed  (such  as  alleged 
trade  secrets,  confidential  commercial  or 
financial  information,  or  information  the 
disclosure  of  which  would  constitute  an 
unwarranted  invasion  of  personal  pri¬ 
vacy)  shall  not  be  disclosed  to  the  public 
unless  the  Commission  decides  to  release 
it  pursuant  to  the  Commission’s  Freedom 
of  Information  Act  regulations  (16  CFR 
Part  1015;  February  22,  1977;  42  FR 
1C490). 

(b)  Section  6(b)(1)  of  the  (TPSA  (15 
U.S.C.  2055(b)(1))  provides  that  manu¬ 
facturers  and  private  labelers  of  con¬ 
sumer  products  will,  to  the  extent  practi¬ 
cable,  be  given  thirty  (30)  days  notice 
before  the  Commission  disseminates  in¬ 
formation  about  a  consumer  product 
which  would  enable  the  public  readily  to 
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ascertain  the  Identity  of  the  manxifac- 
turer  and/or  private  labeler  unless  the 
Commission  determines  that  a  lesser  no¬ 
tice  period  is  required  in  the  interest  of 
public  health  and  safety. 

§§1115.11-1115.19  [Reserved] 

§  1115.20  Vfdunlary  remedial  actions. 

As  appropriate,  the  Commission  will 
attempt  to  protect  the  public  from  sub¬ 
stantial  product  hazardis  by  seeking  one 
or  more  of  the  following  voluntary  rem¬ 
edies; 

(a)  Corrective  action  plans.  A  correc¬ 
tive  action  plan  is  a  voluntary,  non¬ 
binding  document  signed  by  a  subject 
firm. 

(1)  Corrective  action  plans  shall  in¬ 
clude,  as  appropriate: 

(1)  A  statement  of  the  nature  of  the 
hazard  associated  with  the  product.  In¬ 
cluding  the  nature  of  the  alleged  defect, 
risk,  and  type(s)  of  injury  or  potential 
injury  presented; 

<ii)  A  detailed  statement  of  the  means 
to  be  employed  to  notify  the  public  of 
Uie  alleged  product  hazard  (e.g.,  letter, 
press  release,  advertising),  including  an 
identification  of  the  classes  of  t>erson8 
who  will  receive  such  notice  and  a  copy 
or  copies  of  the  notice  or  notices  to  be 
used; 

(ill)  A  specification  of  model  number 
and/or  other  appropriate  descriptions 
of  the  product; 

(iv)  Any  necessary  instructions  re¬ 
garding  safe  use  or  handling  of  the  prod¬ 
uct  pending  correction; 

(V)  ,\n  explanation  of  the  specific 
cause  of  the  alleged  substantial  product 
hazard,  if  known; 

(vi)  A  stataement  of  the  corrective 
action  which  will  be  or  has  been  under¬ 
taken  to  eliminate  the  cause  of  the  al¬ 
leged  substantial  product  hazard.  Rele¬ 
vant  drawings  and  test  data  should  be 
submitted,  and  quality  control  proce¬ 
dures  should  be  explained; 

(vii)  A  statement  of  the  steps  that  will 
be,  or  have  been  taken,  to  reasonably 
prevent  recurrence  of  the  alleged  sub¬ 
stantial  product  hazard  in  the  future; 

(viii)  A  statement  of  the  action  which 
will  be  undertaken  to  correct  product 
units  in  the  distribution  chain,  including 
a  timetable  and  specific  information 
about  the  number  and  location  of  such 
units; 

(ix)  The  signatures  of  representatives 
of  the  staff  and  the  subject  firm; 

(x)  An  agreement  that  the  Commis¬ 
sion  may  publicize  the  terms  of  the  plan ; 

(xi)  Additional  points  of  agreement,  as 
appropriate; 

(xii)  If  desired  by  the  subject  firm,  the 
following  statement  or  its  equivalent: 
“The  signing  of  this  agreement  does  not 
constitute  an  admission  by  (the  subject 
firm)  that  a  substantial  product  hazard 
exists;” 

(xiii)  An  acknowledgement  that  the 
corrective  action  plan  only  becomes  ef¬ 
fective  upon  its  final  acceptance  by  the 
Commission. 

(2)  In  determining  whether  to  recom¬ 
mend  to  the  CcHnmission  acceptance  of  a 
corrective  action  plan,  the  staff  shall  con¬ 
sider  favorably  both  the  promptness  of 
the  subject  firm’s  reporting  and  any  re¬ 


medial  actl(ms  takoi  by  the  subject  firm 
in  the  interest  of  public  safety.  The  staff 
also  shall  consider,  insofar  as  possible, 
prior  involvement  by  the  subject  firm  in 
corrective  action  plans  and  Commission 
orders  if  such  involvement  bears  on  the 
likelihood  that  the  firm  will  comply 
fully  with  the  terms  of  a  voluntary  plan. 

(3)  Up(»i  receipt  of  a  corrective  action 
plan  and  staff  recommendation,  the 
Commission  may:  (1)  Approve  the  cor¬ 
rective  action  plan  and  monitor  it;  (ii) 
approve  the  corrective  action  plan  with¬ 
out  further  monitoring;  (ill)  reject  the 
corrective  action  plan  and  issue  a  com¬ 
plaint;  and/or  (iv)  take  any  other  ap¬ 
propriate  action. 

(4)  Upon  receipt  of  the  plan,  the  Of¬ 
fice  of  the  Secretary  shall  (1)  publish  a 
summary  of  the  plan  in  the  Commis¬ 
sion’s  Public  Calendar,  and  (11)  include 
the  summary  in  the  Commission’s  Fed¬ 
eral  Register  Notice  Announcing  the 
Commission  Agenda.  Any  interested  per¬ 
son  wishing  to  comment  on  the  plan 
must  file  a  Notice  of  Intent  to  Comment 
at  least  forty-eight  (48)  hours  prior  to 
Uie  commencement  of  the  Commission 
Session  during  which  the  plan  will  be 
discussed.  If  no  notices  of  intent  are  re¬ 
ceived,  the  Commission  may  take  final 
action  on  the  plan.  If  such  notice  Is  re¬ 
ceived  within  the  time  limits  detailed 
above,  the  plan  will  be  docketed  for  the 
following  week’s  agenda.  All  comments 
must  be  in  writing  and  final  written 
comments  must  be  submitted  at  least 
forty-eight  (48)  hours  before  that  ses¬ 
sion. 

(b)  Consent  order  agreements  under 
section  IS  of  CPS  A.  The  consent  order 
agreement  (agreement)  is  a  document 
executed  by  a  subject  firm  (Consenting 
Party)  and  a  Commission  staff  represen¬ 
tative  which  incorporates  both  a  pro¬ 
posed  complaint  setting  forth  the  staff’s 
charges  and  a  proposed  order  by  which 
such  charges  are  resolved. 

( 1 )  Consent  order  agreements  shall  in¬ 
clude  as  appropriate: 

(i)  An  admission  of  all  jurisdictional 
facts  by  the  consenting  parties; 

(ii)  A  waiver  of  any  rights  to  an  ad¬ 
ministrative  or  judicial  hearing  and  of 
any  other  procedural  steps,  including  any 
rights  to  seek  judicial  review  or  other¬ 
wise  challenge  or  contest  the  validity  of 
the  Commission’s  Order; 

(iii)  A  statement  that  the  agreement 
is  in  settlement  of  the  staff’s  charges; 

(iv)  A  statement  that  the  Commis¬ 
sion’s  Order  is  issued  under  section  15  of 
the  Consumer  Product  Safety  Act  (15 
U.S.C.  2064)  and  that  a  violation  is  a 
prohibited  act  within  the  meaning  of 
section  19(a)  (5)  of  the  CPSA  (15  U.S.C. 
2068(a)  (5) )  and  may  subject  a  violator 
to  civil  and/or  criminal  penalties  under 
sections  20  and  21  of  CPSA  (15  U.S.C. 
2069  and  2070) ; 

(V)  An  acknowledgement  that  the 
Commission  reserves  its  authority  to 
seek  sanctions  for  any  violations  of  the 
reporting  obligations  of  section  15(b)  of 
CPSA  (15  U.S.C.  2064(b))  and  its  au¬ 
thority  to  take  other  appropriate  legal 
action; 


(vi)  An  acknowledgement  that  the 
agreement  (mly  becomes  effective  upon 
its  final  acceptance  by  the  Commission 
and  its  service  upon  the  Consenting 
Party; 

(vii)  An  acknowledgement  that  the 
Commission  may  disclose  terms  of  the 
consent  order  agreement  to  the  public; 

(viii)  A  listing  of  the  acts  or  practices, 
from  which  the  Consenting  Party  will 
refrain; 

(ix)  A  statement  that  the  Consenting 
Party  shall  perform  certain  acts  and 
practices  pursuant  to  the  consent  order 
agreement; 

(X)  An  acknowledgement  that  any  in¬ 
terested  person  may  bring  an  action  pur¬ 
suant  to  section  24  of  the  CPSA  (15 
UJ3.C.  2073)  in  any  United  States  dis¬ 
trict  court  for  the  district  in  which  the 
defendant  is  foimd  or  transacts  business 
to  enforce  the  consent  order  agreement 
and  to  obtain  appropriate  injunctive  re- 
Uef; 

(xl)  A  description  of  the  alleged  de¬ 
fect  or  noncompliance  with  an  applicable 
consumer  product  safety  rule.  Iliis  de¬ 
scription  may,  but  need  not,  contain  an 
admission  by  the  Consenting  Party  that 
a  defect  or  noncompliance  exists;  and 

(xii)  The  elements  of  a  corrective  ac¬ 
tion  plan  as  set  forth  in  S  1115.41(c). 
above. 

(2)  At  any  time  in  the  course  of  an  in¬ 
vestigation,  the  staff  may  propose  to  the 
firm  which  is  being  investigated  that 
some  or  all  of  the  allegations  be  resolved 
by  a  consent  order  agreement.  Addition¬ 
ally,  such  a  proix>sal  may  be  made  to 
the  Commission  staff  by  a  subject  firm. 

(3)  Upon  receiving  an  executed  agree¬ 
ment,  the  Commission  may:  (i)  Pro¬ 
visionally  accept  the  agreement:  (ii)  re¬ 
ject  the  agreement  and  issue  a  com¬ 
plaint;  and/or  (iil)  take  any  other  ap¬ 
propriate  action. 

(4)  If  the  agreement  is  provisionally 
accepted,  the  Commission  shall  place  the 
agreement  on  the  public  record  and  shall 
announce  provisional  acceptance  of  the 
agreement  in  the  Federal  Register.  Any 
interested  person  may  request  the  Com¬ 
mission  not  to  accept  the  agreement  by 
filing  a  written  request  in  the  Office  of 
the  Secretary.  Such  written  request 
must  be  received  in  the  Office  of  the 
Secretary  no  later  than  the  close  of  busi¬ 
ness  of  the  fifteenth  (15th)  calendar  day 
following  the  date  of  announcement  in 
the  Federal  Register. 

(5)  If  the  Commission  does  not  receive 
any  requests  not  to  accept  the  agreement 
within  the  time  period  specified  above, 
it  shall  be  deemed  finally  accepted  by 
the  Commission  on  the  twentieth  (20th) 
calendar  day  after  the  date  of  announce¬ 
ment  in  the  Federal  Register,  unless  the 
Commission  determines  otherwise.  How¬ 
ever,  if  the  Commission  does  receive  a 
request  not  to  accept  the  consent  order 
agreement,  then  it  will  consider  such 
request,  and  vote  on  the  acceptability  of 
such  plan,  or  the  desirability  for  further 
action.  After  the  agreement  is  finally  ac¬ 
cepted,  the  Commission  may  then  is¬ 
sue  its  complaint  and  Order  in  such  form 
as  the  circumstances  may  require.  The 
Order  is  a  final  Order  in  disposition  of 
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the  proceeding  and  is  effective  immedi¬ 
ately  upon  its  service  upon  the  Con¬ 
senting  Party  pursuant  to  the  Commis¬ 
sion’s  Rules  of  Practice  for  Adjudicative 
Proceedings  (16  CFR  Part  1025;  June  21, 
1977;  42  FR  31431).  The  Consenting 
Party  shall  thereafter  be  bound  by  and 
take  immediate  action  in  accordance 
with  such  final  Order. 

(6)  If  the  Commission  does  not  ac¬ 
cept  the  agreement  on  a  final  basis,  it 
shall  so  notify  the  Consenting  Party. 
Such  notification  constitutes  withdrawal 
of  Uie  Commission’s  provisional  accept¬ 
ance  unless  the  Commission  orders 
otherwise.  The  Commission  then  may 
issue  the  complaint,  in  which  case  an 
administrative  hearing  will,  be  (xun- 
menced  in  accordance  with  the  Com¬ 
mission’s  Rules  of  Practice  for  Adjudi¬ 
cative  Proceedings  (16  CFR  Part  1025, 
June  21.  1977;  42  FR  31431) ;  may  ordtf 
further  Investigation;  or  may  take  such 
other  action  it  considers  appropriate. 

§  111S.21  ConipiiI»ory  remedial  action*. 

As  appropriate,  the  (Commission  will 
attempt  to  protect  the  public  from  sub¬ 
stantial  product  hazards  by  seeking  one 
or  more  of  the  following: 

(a)  Adjudicated  Commission  Order. 
An  adjudicated  Commlssi<m  Order  un¬ 
der  section  15  (c)  or  (d)  of  CPSA  Is 
issued  after  parties  and  interested  per¬ 
sons  have  had  an  opportunity  for  a  hear¬ 
ing  in  accordance  with  section  554  of 
title  5,  United  States  (Code  and  with  sec¬ 
tion  15(f)  of  CPSA.  This  hearing  is  gov¬ 
erned  by  the  Commission’s  Rules  of 
Practice  for  Adjudicative  Proceedings 
(16  CFR  Part  1025;  June  21.  1977;  42 
FR  31431). 

(b)  Federal  District  Court  Orders. 
’The  Commission  may  apply  to  a  Fed¬ 
eral  district  court  in  accordance  with 
the  provisions  of  section  15(g)  of  (CPSA 
for  a  preliminary  injunction  to  restrain 
the  distribution  in  commerce  of  a  prod¬ 
uct  it  has  reason  to  believe  presents  a 
substantial  product  hazard.  The  Com¬ 
mission  may  seek  enforc^ent  of  its  Or¬ 
ders  issued  under  sections  15  (c)  and 


(d)  of  (CPSA  in  accordance  with  the 
IMPvisions  of  sections  27  (b)<7)  and  (c> 
of  CPSA  (15  UJ3.C.  2076  (b)(7)  and 

(c)). 

(c)  Orders  of  the  Secretary  of  the 
Treasury.  The  (Commission  staff  may 
inform  the  Secretary  of  the  TYeasury 
that  a  consumer  product  offered  for  Im- 
portatiem  into  the  customs  territory  of 
the  United  States  falls  to  comply  with 
an  s^licable  consumer  product  safety 
rule  and/or  has  a  product  defect  which 
constitutes  a  substcmtial  product  haz¬ 
ard.  The  Commission  may  request  the 
Secretary  of  the  Treasury  under  section 

17  of  CPSA  (15  U.S.C.  2066)  to  refuse 
admission  to  any  such  consumer  prod¬ 
uct 

§  1 1 15.22  PruliilMted  acts  aitd  sanction*. 

(a)  Statements  generally.  Whoever 
knowingly  and  willfully  falsifies,  or  (xm- 
ceals  a  material  fact  in  a  report  under 
the  (CPSA  and  rules  thereunder,  shall 
be  subject  to  criminal  penalties  imder 

18  U.S.C.  1001. 

(b)  Timeliness  and  adequacy  of  re~ 
porting.  A  failure  to  InfOTm  the  Com¬ 
mission  immediately  and  adequately,  as 
required  by  section  15(b)  of  (CPSA  (15 
U.8.C.  2064(b) )  and  this  Part  is  a  pro¬ 
hibited  act  within  section  19(a)(4)  of 
CPSA  (15  U.S.C.  2068(a)  (4)). 

(c)  Failure  to  permit  inspection.  The 
failure  or  refusal  to  permit  access  to  or 
copying  of  records,  to  make  reports  or 
provide  information,  or  to  permit  entry 
or  inspection,  as  required  under  the 
CPSA,  reg\ilations  promulgated  there- 
vmder,  and/or  of  this  part.  Is  a  pro¬ 
hibited  act  within  the  meaning  of  sec¬ 
tion  19(a)  (3)  of  CPSA  (15  U.S.C.  2068 
(a)(3)). 

(d)  Noncomplying  products.  The 
manufacture  for  sale,  offering  for  sale, 
distribution  In  commerce,  and/or  im¬ 
portation  into  the  United  States  of  a 
consume  product  which  is  not  in  con¬ 
formity  with  an  applicable  consumo' 
product  safety  rule  \mder  (CPSA  is  a  pro¬ 
hibited  act  within  the  meaning  of  sec¬ 


tion  19(a)(1)  of  (CPSA  (15  U.S.C. 
2068(a) (1)). 

(e)  Orders  issued  under  section  15  (c) 
and/or  (if) .  The  failure  to  comply  with 
an  order  issued  under  Section  15(c)  or 
(d)  of  CPSA  (15  U.SC.  2064(c)  or  (d)  is 
a  prohibited  act  within  the  meaning  of 
section  19(a)(5)  of  CPSA  (IS  U.S.C. 
2068(a) (5)). 

(f)  Consequences  of  engaging  in  pro¬ 
hibited  acts.  A  knowing  violation  of  sec¬ 
tion  19(a)  (15  UJS.C.  2068(a))  subjects 
the  violator  to  a  civil  penalty  in  accord¬ 
ance  with  section  20  of  (CPSA  (15  U.S.C. 
2069).  “Knowing”  means  the  having  of 
actual  knowledge  or  the  presumed  hav¬ 
ing  of  knowledge  deemed  to  be  possessed 
by  a  reasonable  person  who  acts  in  the 
circumstances.  Including  knowledge  ob¬ 
tainable  upon  the  exercise  of  due  care 
to  ascertain  the  truth  of  representa¬ 
tions  (Section  20(c)  of  the  (CPSA,  15 
VJB.C.  2069(c)).  A  knowing  and  willful 
violation  of  section  19(a)  after  the  vio¬ 
lator  has  received  notice  of  noncompli¬ 
ance  subjects  the  violator  to  criminal 
penalties  in  accordance  with  section  21 
of  (CPSA  (15  UJ3.C.  2070) . 


PART  1116— POUCY  AND  PROCEDURES 

REGARDING  SUBSTANTIAL  PRODUCT 

HAZARDS  [  REMOVED  ] 

Interested  persons  are  invited  to  sub¬ 
mit,  on  or  before  October  31,  1977,  writ¬ 
ten  comments  regarding  this  propo.sed 
Part.  (Comments  received  after  this  date 
will  be  considered  if  practicable.  Com¬ 
ments  and  acoomp>anylng  materials 
should  be  submitted  In  five  copies,  ad¬ 
dressed  to  the  Secretary,  (Consumer 
Product  Safety  (Commission,  Washing¬ 
ton,  D.C.  20207.  (Comments  that  have 
been  received  will  be  available  for  public 
inspection  In  the  Office  of  the  Secretary, 
1111  18th  Street  NW.,  Third  Floor, 
Washington,  D.C.  20207. 

Dated;  September  12,  1977. 

Richabd  E.  Rapps. 

Secretary.  Consumer 
Product  Safety  Commission. 
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